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Response to Letter of Suspension

I am in receipt of the Notice of Suspension dated January 25, 2008. It is unfortunatec the
focus of the suspension is oriented around technicalities rather the actual substance of my
application which is the illegal use of my surname to promote unendorsed products. This
is virtually tantamount to a type of identity fraud that should not be tolerated in the area

of intellectual property, patents and trade-marks because of its grossly misleading
aspects.

My second response to the suspension is that my present application is significantly
different from my previous application in that it is based on fraud — identity fraud to be
exact. My surname is being used without my permission to promote products. This is
grossly misleading and unfair in that it misleads the public as to the creating and
endorsement of a product. In addition, it is an undisputed fact that 1 was the original
historical inventor of the shoulder brace product in dispute. Please see attached articles
confirming this as follows: Journal of Sport Rehabilitation, article dated 1996; and
reference in text-book by W. E. Prentice on Athletic Training, eleventh edition page 716
numbers 17 and 47.
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Dated this | [ ' of February, 2008.

omas M. Sawa D.C.F.C.C.S.S. (¢)

Sawatacon — Dr. Thomas M. Sawa
- President, C.E.O, Director of Sawatacon
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PART FIVE Specific Sperts Conditions

Figure 22-31

Protective hraces for the
shoulder.

Immobilization after Injury

Rehabilitation programs should be tailored to the individuol i 0cic’s Lo
gressive approach should be used for throwers and swiriness, it fo atl:
mobilization period will vary depending or the structuncs e v o, e ses .
injury, and whether the injury is treated conservatively or svorzicci by the
Regardless of the injury, the injured athlete usually el v o vwercie is

while wearing an immobilization device (Figure 22-300 0 woip o
be uninecessary to wear a sling or brace at all. Other ina .- - Cotdre
be worn twenty-four hours a day and reinoved only to, v+ 0 e s
lain injuries may require that a sling be worn only ai migh e e he a
ing, that a motion-limiting brace be wom during compoiibn: oy, 6 ia -

that no sling or brace be worn alter the firs: couple of veesks ot thai
an angle of 90 degrees be limited for a cortain number o voec PrO0TC Y
of motion and strengthening rechniques should be dictarcd v a1 e
the physiological process of healing and is senerally dotenni o N a bk
swelling associated with increased activiiy.?

General Body Conditioning

It is essential for the athlete 10 maintain a aigl level ol corcseinnion
throughout the rehabiihation process. For shoulder joint by ol nedivh
running, speed walking, or riding an exercisce bike maey boonec o omye
diorespiratory endurance. Because many athlctic activiios Lo - woaue 1
gaging in such training for a shoulder injury is more uscivn (v o eaar
ming for the rehabilitation of an ankle sprain. Athletes engag .1 in o
upper-extremity endurance, such as swimming and throwine ol cold be
to these activities as soon as the activitics can be toleraicrn. ir i ¢ ond o
activities may be modified such that the athlete can coe vy iy i 8

(lexibility, and neuromuscular contra! througheut the rew IR
riod of shoulder rehabilitation. Lven thangh vecight bea-vo vy cony

rehabilitation of the upper extremity, aquatic cxercise ca st o oty
it can help with both maintaining cardiorespiratory endo o L also
ing of the shoulder complex.ss

Shoulder Joint Mobilization

Norma! joint arthrokinematics must te mainicined for 1. ai o 1o P
full-range physiological movement. Mobilivation techniones shoaid e e,
there is some limitation in motion (ha. can he atiributed i SIS RTINS

capsule or surrounding ligaments raiher than 10 tighinest ot Lo o

units. 2 Mobilization rechuiques, induding inferiorn, anterics /it o g
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Evaluation of Shoulder instability Braces

Mark DeCarlo, Kathy Malone, Brad Gerig, and Mike Hunker

The comparative abilities of three types of shoulder orthoses to limit motion
following isokinetic cxercise were studied on 10 male subjects. Maximum
active abduction, forward flexion, and external rotation were measured under
a control and three braced conditions. Braced conditions included Sawa, Duke
Wyre, and Shoulder Subluxation Inhibitor. Subjects performed 10 repetitions
eich of flexion/extension and abduction/adduction exercise at isokinetic speeds
of 120 and 180°%s. Data were analyzed using a paired r-test and ANOVA,
Significant differences were found for each of the devices in pre/post gonio-
metric measurements of forward shoulder flexion. Only the Sawa brace dem-
onstraied significant pre/post change for shoulder abduction. No significant
differences were detected in any of the devices for external rotation. A trainer
who is selecting a motion-Timiting shoulder device for an athlate retutning te
competition following injury should consider the “loosening” effect that may
occur during activity as well as the desire for overhead motion.

An athlete is most vulnerable to suffering an anterior dislocation when the
arm is abducted and externally rotated. Forced horizontal extension or a posrerior
blow to the shoulder with the arm in this position can take the anm past its nhysi-
ological limits and dislodge the humeral head from the glenoid fossa.

Shoulder stabilization in athletics has included a variety of taping and siran-
ping techniques and, more recently, the introduction of several braces. Whether
utilized prior to or following surgical intervention or in place of surgery, shouider
braces may allow athletes with anterior glenchumeral instability to participate in
sport. Although a variety of devices are available on the market, practitioners gen-
erally choose from a few commonly used and well-known shoulder braves,

Shoulder braces are used to limit the motion of the glenohumeral joint, thereby
preventing the arm from achieving a position that might lead to subluxation or Cis-
location should a direct or indirect outside force be applied. For the glenohumeral
Jjoint, the position at which the ligaments and capsule ase potentially compromised
is the position of maximum tightaess (abduction and external rotation) knovn os
the “close-packed position” (1). As with other protective devices, a shoulder brace
that is prescribed for an injured athlete returning to competition must allow safe and
effective participation without placing opposing players at risk, and game officials

The authors are with the Methodist Sports Medicine Center/Thomas A. Brady Clinie.
1815 N. Capitol Ave., Suite 401, Indianapolis, IN 46202. Address correspondence to Ka'hy
Malone,




150 DeCarlo, talcne, Gerig, and Hunver

with athletes. Any device utlized by sports medicine professionals to retur 1.
athlete to competition should protect the injured area without atllowing further iri-
jury. However, the device should not unnecessarily prevent the athlete from p -
forming safe movements.

Fach of the three braces studied limited motion in the sagittal and {rontal
planc. Due to its ability to maintain preset limitations in the frontal plane (limiting
abduction) while at the same time allowing movement in the sagittal plane (per
mitting forward flexion), the SS1 may be the most appropriate brace for the athleic
desiring some degree of overhead arm motion. For example, the SS{ brace may he
morc appropriate for returning a wide receiver to football activities than a brace
which restricts overhead motion entirely. The SS1 has the added benefit of a hard
shell covering to protect against posterior blows received in football. A Sawa or
Duke Wyre brace may be 2 more suitable choice for a football lineman orice hockey
plaver, for example, who is not as concerned with overhead arm motion.

Further studies should evaluate shoulder braces following actual sports par-
ticipation rather than controlled isokinetic exercise, measure specific endpoiuis 1
motion in braces (including horizontal extension), use injured athletes as svbjects,
and test other braces currently in usc.
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An Alternate Conservative Management of
Shoulder Dislocations and Subluxations

ABSTRACT: This paper presents clinical
observationsiresults of the application of
an alternate method to traditional conser-
vative management of subluxations and
dislocations of the glenohumeral joint on
major junior hockey players. The pro-
posed program involves three stages: 1)
restand nutrition, 2) interferential current
and faradic muscle stimulation, and 3) a
traditional progressive-resistance weight-
training program in conjunction with a
specially designed orthosis. Current sci-
entific theory on soft tissue healing and
repair is reviewed as the backdrop to the
proposed regimen. The resulting 100%
success rate is compared to the success
rate of conventional conservative thera-
peutic programs. The orthosis is a poten-
tially useful therapeutic device permitting
safe ranges of shoulder movement during
the healing process, but scientific investi-
gation is neceded to determine the precise
effect of the orthosis within the proposed
therapy program.

herapeutic management of disloca-

tions and subluxations of the gleno-
humeral joint presents special problems
for the athletic trainer. In 1975, Lipscomb
(14) reported a recurrence tate of disloca-
tion/subluxation of the glenohumeral joint
of 83% to 90% in athletes under 20 years of
age; a more recent study reported a recur-
rence rate of 90% to 95% in a similar
population (5). It is estimated that athletic
activity accounts for ncarly 70% of all
dislocations/subluxations to the shoulder
complex (26).

From a therapist’s perspective, a suc-
cess rate of 5% to 17% (those that do not
reoccur) is undesirable, and perhaps is in-
dicative of shortcomings in traditional con-

Thomas Sawa is a post graduate lec-
turer at Sports Medicine Canadian Memo-
rial Chiropractic College in Toronto,
Canada.
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servative therapeutic management and
methodology. This paper will present an
alternative conservative management of
dislocations and subluxations in the
glenchumeral joint.

The recurrence rate is actually ac-
counted for by the anatomical structure of
the shoulder itself. Not only is the relation
of the size and orientation of the fossa
problematic, but “[s]tability of the shoul-
der depends on the soft tissues . . . that
surround the shoulder. Once soft tissue
becomes lax, instability of the shoulder is
an understandable sequela . . . (26).”

Jobes (12) felt that joint mobilization
is integral to restoring normal range of
motion and that “disuse itself has the effect
of increasing the rate of metabolism of the
unused structure.” Further, “[Iligaments
and tendons become thicker with stress
[and] their intermolecular binding becomes
stronger. The opposite effects occur with
lack of stress. Therate at which this occurs
seems to be related to the metabolic rate of
the structure involved (4).” Unfortunately,
both the conservative and surgical incth-
ods of treatment involve various measures
of immobilization, and the period of immo-
bilization is directly related to the period of
rehabilitation.

Current research also has made avail-
able other datarelevant to tissue rehabilita-
tion. Well worth consideration in the clini-
cal setting are: the therapeutic importance
of deep circulation, how capillary beds
empty without joint movement, and the
importance of fibre recruitment and effu-
sion reduction (6,18,19,23-25). The prob-
lem for athletic trainers is haw to coordi-
nate this information with the apparent
paradox that both rest and mobilization are
indicated modes of therapy.

Population Sampled

Eleven MajorLeague amateurhockey
players between 15 and 20 years of age
comprised the study sample (see Table).
For all participants (except participant #3),
the therapy regimen was the same as that

1992 w Journal of Athletic Training

described below, the only variabie femy
the duration of the treatment prograr:. = 7.
was determined by the nature of the i
in each individual case.

The shortest duration of therap: - ©
period of 3 weeks, and the longest 7 w .o
At the time of initial evaluation, four z.v
jects had had only one occurrence. 7
remaining seven had suffered mere .
one dislocation or subluxation.

Four athletes required surgicaizs ..
All nine of the subjects who wur: =
orthosis had norecurrence, and oniv
these patients did not receive any :
One subject (participant #3) receivz: oo
ther the therapy nor the brace. Hz «.
referred directly to an orthopaedic s -
ist, subscquently received surgical ¢
tion, and underwent traditional po
tive therapy. Another subject (pars
#8) underwent only the therapy |
and did not wear the orthosis, but oo
ued to play hockey.

Method and Materials

The therapy program was diviis:
three phases: 1) rest and nutriticn -
strictly defined muscle stimulatics o
gram, and 3) a full weight-trainiz: =
men. The program was based ¢ :.7u
knowledge of soft tissue repair &0 »
employed in conjunction with a s
developed dynamic orthosis.

The orthotic device was used £
outall phases of therapy, because
tedrestricted shouldermovement, o
fore enabled us to introduce active
earlier, even in time periods clos 0
actual occurrence of the traumz. The
tachments and straps are designs ;
cally to enable various adjustme
by which the athletic trainer/ihez:
able to restrict shoulder moverne :
abduction (total immobilization. = Hu
range of motion, 180° abduc:icr.

As injury restrictions deciir:
justable bindings enable the
redefine the limits of movemen: w2 ¢
nate the risk of premature mov o




7 1.—Shoulder orthosis allows variable restriction of shoulder abduction. It is constructed of
zaihable, flexible materials to optimize fit and comfort. Labels on the illustration identify the
wing: A, Velcro Closures; B, Acromio-Clavicular Strap—used for A/C separations; C, Humeral
~.% D, Glenohumeral Strap—for control abduction, adduction, flexion and extension; E, Extra

e

?

§_ :range of motion restricted by the naturc
L. the trauma. This will serve to hasten
g", ~vement to full external rotation and ab-
. Zzction while the shoulder is healing.

+ The orthotic device has essentially
=2 functions: to stabilize and to restrict
don. Through its inherent elastic prop-
$Zes and the incorporation of contractile
éﬁs,“ ps and bindings (Fig 1), the orthosis is

2

72 to mimic the natural holding elements
A glenohumeral joint. Additional strap-
g can be adjusted to restrict range(s) of
tion in those areas requiring rehabilita-
teon, allowing a normal range of motion in
o3¢ areas that are not symptomatic.
Premodulated interferential current is
o) with levels beginning with a sedating
wilation mode (with a carrier frequency
0804100 cps), gradually decreasing to
szotor stimulation (4000-4010c¢ps) (6,15).
m a clinical perspective, the muscle
“sue is being prepared for the more ag-
ve faradic stimulation to follow. By
ing inflammation and increasing cir-
ation, interferential current therapy, in
+ opinion, enables the contractile ele-
is to perform at their near-maximal
-2i8 (6,15). Similar findings were noted

@nforcement—or fit and strength; and F, Buckle Closures.

by Kotz in a December 1977 lecture on
electrical stimulation of skeletal muscies
at Concordia University.

It is with faradic stimulation that the
musculotendinous complex of specific
muscles can be isolated and strengthened
(6,15). The precise effect of faradic stimu-
lation is to increase strength in specific
muscle groups in order to provide joint
stability through the recruitment of motor
neurons. Faradic stimulation maximizes
the restoration of elastic properties of the
holding elements by encouraging the cor-
rect parallel configurational arrangement
of the collagen fibres within the cellular
matrix (3).

In order to defray the onset of lactic
acid accumulation (fatigue), it is necessary
to provide proper ratios of rest-to-work for
muscle activity (approximately a 3:1 work
to rest ratio). This allows muscular con-
traction at or near maximum levels during
repetition, without inducing (lactic acid)
fatigue (9,22).

The six main factors to be considered
in order to optimize the effects of electrical
stimulation are: 1) the energy system used
for muscle contraction, 2) the duration of

current application, 3) the duration of rest
between contractions, 4) the total number
of applications and the length of time he-
tween them, 5) the type of current being
used, and 6) current density (6,9,15,22).

Therapeutic Regimen

The subjects were informed of the
necessity of proper nutrition, specifically
because of the relation between work per-
formance and the functional characteris-
tics of water soluble vitamins (2,8,11).
This facilitates work in therapeutic muscle
stimulation by contributing to the energy
production process within the ccll.

The nature of the trauma sustained
dictates the duration of rest and varies
according to the type of therapy process to
be implemented (ie, conservative versus
postoperative). The rest period may vary
from as little as a few days to as long as 6
weeks.

During the rest period, and in the ab-
sence of any neurovascular symptoms, itis
beneficial to take advantage of neuromus-
cular integration—that is, the crossed ex-
tensor and lagged reciprocal extensor re-
flexes. Cuillo and Zarins (3) have sug-
gested, and T would agree, that this will
provide a training effect on the contralat-
eral limb. In the program proposed here,
therapeutic management is initiated by the
application of interferential current.

The single most important clinical ef-
fect of interferential current stimulation is
therole that it plays in muscle reeducation,
specifically as the initiator of the recruit-
ment of motor neurons. Interferential cur-
Tent stimulation is also effective in the
areas of pain modulation and effusion con-
trol, promoling deep tissue circulation and
minimizing fibrotic infiltration (4,7,13,
17,27). Asthe degree of comfort increascs
with an overall increase in joint mobility,
the frequency of interferential current ap-
plication decreases. A typical interferen-
tial current therapy schedule would alter-
nate 1 day of stimulation with 1 day of rest
continually for approximately 3 weeks.
Interferential current stimulation would be
completely phased out by approximately
the fifth week of therapy.

Faradic stimulation should begin by
approximately the tenth day following the
introduction of interferential current
therapy. Again, the procedure is repeated
on alternate days for approximately 3 to 4
weeks. Faradic stimulation is, in essence,
analogous to a progressive-resistance
weight-training program. The muscle is
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prepared, at safelevels, to be able to endure
atraditional weight-conditioning regimen.
This begins with concentration on the ex-
ternal rotating musculature.

‘When full range of motion is restored,
along with full joint play and flexibility
with no pain being experienced, a progres-
sive-resistance weight-raining program is
implemented. Therapy continues until the
joint is completely rehabilitated. This in-
cludes approximate equal strength demon-
strated by approximately a 10% ditference
as compared with the contralateral good
limb, with equal {lexibility, range of mo-
tion, and joint play. Clinical assessment of
jointrchabilitation should take into consid-
eration any anatomical and physiological
restrictions as aresult of surgical repair and
demands that no pain be expericnced.

Results

No participant in this study who wore
the brace had arecurrence (see Table). The
only athlete who did suffer recurrance,
participant #8, underwent therapy but did
not use the orthosis. Four of the partici-
pants eventually underwent corrective sur-
gery; however, during the time period im-
mediately preceding surgery, they wore
the brace without incident. The following
three case studics are prescnted here for
illustrative purposes.

Case #2*

A 20-year-old hockey player dislo-
cated hisleftshoulder while playing hockey.
He reported several dislocations prior to
medical assessment. While under care, he
wore the orthosis, but did not undergo the

* Refers to case in the Table.

other therapeutic measures. He continued
to wear the orthosis during active play
without recurrence until the shoulder was
repaired surgically. He continues to use
the orthosis during active play (see Table).

Case #6*

A 16-year-old athlete dislocated his
right shoulder by falling onhis outstretched
upper limb while playing hockey. After a
closed reduction, the shoulder was immo-
bilized, and the subject was told to rest for
6 weeks.

The shoulder dislocated again upon
returing to activity. At that time he had
the following symptoms: positive appre-
hension sign, reduced internal/external ro-
tation, atrophy of external rotators on pos-
terior shoulder, normal neurovascular sta-
tus withno axillary nerve or brachial plexus
involvement, and normal radiograph
(growth plates were open). He started
therapy, as previously outlined, with the
orthosis, and has returned to normal activ-
ity with no recurrence to date (sce Table).

Case #7*

A 17-year-old hockey player suffered
an anterior-inferior dislocation to his right
glenohumeral joint. He was hit from be-
hind and fell on his right elbow. He under-
went a closed-reduction sling immobiliza-
tion and was told to rest for 3 to 5 weeks.
Upon returning to play, his shoulder was
subsequently dislocated, and it reduced
spontaneously. He underwent the afore-
mentioned therapeutic program, including
the use of the orthosis. To date, there has
been no recurrence (see Table).

strengthening of the musculotendinou::
complex, which supports and conurcis
shoulder dynamics. The strengthening =2
contractile tissue elements is thought 1 ==
achieved by proper fibre recruitment az?
the induction of proper collagen synthes::
and alignment.

Soft tissue repair occurs through
complex series of biomechanical, celluiz
and biochemical events. For example, it
at the molecular level that the domina
extracellular matrix components, collage:
and proteoglycan, arc altered in respers: 3
to injury (1,8,16,21). The possibility {2
there is a relationship between the exx:-
celiular matrix and biomechanical demar.2
should not be surprising.

Further, it would foilow that soft ¢
sue self-repair mechanisms, such as th
involved in shoulder dislocations, ars ::- .
lated to the biomechanical stresses siraa! -
taneously applied while healing processzs

TN T e

occur. Inorder to obtain optimwn healin:
therefore, it would be advantageous to w -
lize the available joint mechanics. If it o2
true that biomechanical demand can o~
hance soft-tissue repair, then this w.o. l

Discussion i ‘
Researchers are confirming that join: .
rehabilitation may be achieved through th:

then be the moulding factor responsibie -

the quality of soft tissue repair. ;
Traditional therapy programs caii [ic

immobilization and rest. This is courz:-

productiveto thedesiredclinicalend. whioe

is to strengthen the injured tissuc struetzz 2 :

As Ciullo and Zarins observed, “imme?...

zation causes weakening of

musculotendinousunit.... [Wlhenactv.o

Conservalive Management -

Case Age™ Frequency  Therapy Brace  Recurence  Surgery  Follow-up =
1 18 1 4 weeks yes no no 3years
P 20 >1 no yes no yes 3 years
3 18 1 no no —_— yes 2 years
4 19 1 3 weeks yes no no 2 years
5 19 >1 3 weeks yes no no 3years
6* 15 >1 6 weeks yes no yes Jyears
Al 17 1 4 weeks yes no no 4 years
8 19 >1 3weeks no yes no 3years
9 18 >1 5 weeks yes no yes 4 years
10 17 >1 4 weeks yes no ne 2 years
1 17 >1 4 weeks yes no no 2 years

*

Case studies reported in text

“* Age at initial assessment
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isresumed, the musculotendinous unit is at
risk, lacking contractility, viscoelasticity,
and strength. Rehabilitation can be has-
tened by early motion (emphasis added)
3.

The therapeutic program outlined
above is intended to eliminate complica-
tions concomitant with traditional immo-
bilization. In contrast to the 5% to 17%
success rate of traditional therapy (5, 14),
this program is producing a success rate of
100%. Of the subjects who wore the
orthosis, none have experienced recurrent
disiocation to date (see Table).

This therapy program enables the ath-
letic trainer to rimic nature and implement
anatural healing process. Justas electrical
stimulation enthances the biochemical and
cellular changes nccessary for soft tissue
repair, so docs the orthosis act to enhance
the necessary biomechanical stresses.

The proposed program may be con-
sidered a practical application of the re-
sults of rescarchers who have suggested
that the biomechanical process is the initia-
tor of soft tissue healing (1). Movement
has the therapeutic value of initiating the
healing process.

Notwithstanding the preliminary and
clinical nature of these results, it is clear
that the therapeutic program correlates
highly with injury nonrecurrence, and that
the orthosis permits asafe, controlied move-
ment of a subluxated/dislocated shoulder.
Jtmight be the biomechanical nature of the
limited mobility that the orthosis allows
that enables rehabilitation to proceed at a
more natural pace and accounts for the
encouraging results observed thus far,

Presently, these results are merely
clinical observations obtained strictly from
clinical settings. Yet, it appears that the
orthosis has intrinsic value. Whatremains
to be resolved is the relationship between
each of the phases of the program outlined
inthis paper and the orthosis. Determining
the precise role that this orthosis has in the
healing process can only be established
through thorough scientific research.
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MOVING?

In order to receive your next copy
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address, as well as your old
address, at least 30 days in advance
of publication by writing to:
NATA, 2952 Stemmons Freeway,
Dallas, TX 75247, or
by calling (800) TRY-NATA.
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